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§ 493.1406 Standard; Laboratory direc-
tor qualifications on or before Feb-
ruary 28, 1992. 

The laboratory director must be 

qualified to manage and direct the lab-

oratory personnel and test perform-

ance.

(a) The laboratory director must pos-

sess a current license as a laboratory 

director issued by the State, if such li-

censing exists; and 

(b) The laboratory director must: 

(1) Be a physician certified in ana-

tomical or clinical pathology (or both) 

by the American Board of Pathology or 

the American Osteopathic Board of Pa-

thology or possess qualifications that 

are equivalent to those required for 

such certification; 

(2) Be a physician who: 

(i) Is certified by the American Board 

of Pathology or the American Osteo-

pathic Board of Pathology in at least 

one of the laboratory specialties; or 

(ii) Is certified by the American 

Board of Medical Microbiology, the 

American Board of Clinical Chemistry, 

the American Board of Bioanalysis, or 

other national accrediting board in one 

of the laboratory specialties; or 

(iii) Is certified by the American So-

ciety of Cytology to practice 

cytopathology or possesses qualifica-

tions that are equivalent to those re-

quired for such certification; or 

(iv) Subsequent to graduation, has 

had 4 or more years of full-time general 

laboratory training and experience of 

which at least 2 years were spent ac-

quiring proficiency in one of the lab-

oratory specialties; 

(3) For the subspecialty of oral pa-

thology only, be certified by the Amer-

ican Board of Oral Pathology, Amer-

ican Board of Pathology or the Amer-

ican Osteopathic Board of Pathology or 

possesses qualifications that are equiv-

alent to those required for certifi-

cation;

(4) Hold an earned doctoral degree 

from an accredited institution with a 

chemical, physical, or biological 

science as a major subject and 

(i) Is certified by the American Board 

of Medical Microbiology, the American 

Board of Clinical Chemistry, the Amer-

ican Board of Bioanalysis, or other na-

tional accrediting board acceptable to 

HHS in one of the laboratory special-

ties; or 

(ii) Subsequent to graduation, has 

had 4 or more years of full-time general 

laboratory training and experience of 

which at least 2 years were spent ac-

quiring proficiency in one of the lab-

oratory specialties; 

(5) With respect to individuals first 

qualifying before July 1, 1971, have 

been responsible for the direction of a 

laboratory for 12 months between July 

1, 1961, and January 1, 1968, and, in ad-

dition, either: 

(i) Was a physician and subsequent to 

graduation had at least 4 years of per-

tinent full-time laboratory experience; 

(ii) Held a master’s degree from an 

accredited institution with a chemical, 

physical, or biological science as a 

major subject and subsequent to grad-

uation had at least 4 years of pertinent 

full-time laboratory experience; 

(iii) Held a bachelor’s degree from an 

accredited institution with a chemical, 

physical, or biological science as a 

major subject and subsequent to grad-

uation had at least 6 years of pertinent 

full-time laboratory experience; or 

(iv) Achieved a satisfactory grade 

through an examination conducted by 

or under the sponsorship of the U.S. 

Public Health Service on or before July 

1, 1970; or 

(6) Qualify under State law to direct 

the laboratory in the State in which 

the laboratory is located. 

NOTE: The January 1, 1968 date for meeting 

the 12 months’ laboratory direction require-

ment in paragraph (b)(5) of this section may 

be extended 1 year for each year of full-time 

laboratory experience obtained before Janu-

ary 1, 1958 required by State law for a labora-

tory director license. An exception to the 

July 1, 1971 qualifying date in paragraph 

(b)(5) of this section was made provided that 

the individual requested qualification ap-

proval by October 21, 1975 and had been em-

ployed in a laboratory for at least 3 years of 

the 5 years preceding the date of submission 

of his qualifications. 

[58 FR 5233, Jan. 19, 1993] 

§ 493.1407 Standard; Laboratory direc-
tor responsibilities. 

The laboratory director is respon-

sible for the overall operation and ad-

ministration of the laboratory, includ-

ing the employment of personnel who 
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